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2a)\3 This action is FINAL. 2b)l3 This action is non-final. 
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Application Papers 
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DETAILED ACTION 
Election/Restrictions 

1 . Applicants election with traverse of Group I, claims 1-14 and 22-26 in the reply 
filed on 9/2/2005 is acknowledged. The traversal is on the ground(s) that the two 
inventions are related as process and related apparatus and that the search for Group I 
could not be completed without the search for Group II. This is not found persuasive 
because the two groups are not related as process and related apparatus. Distinctness 
is shown, and restriction proper, if the apparatus could be used to perform another 
materially different process, or the process could be performed to manufacture another 
materially different apparatus. In the present case, the process could be performed to 
manufacture a lead with a conductor that is not electrically coupled to the connector and 
electrode. Furthermore, as specified in the previous Office Action, the two inventions 
are classified in different classes, creating a burden on the Examiner to complete the 
search. Invention I is limited to application to the body whereas Invention II does not 
include this limitation. 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 15-21 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on 9/2/2005. 
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Information Disclosure Statement 

3. The information disclosure statement (IDS) submitted on 1/29/2003 is noted. 
The submission is in compliance with the provisions of 37 CFR 1 .97 and 1 .98. 
Accordingly, the information disclosure statement Is being considered by the examiner. 



Drawings 

4. The drawings are objected to because elements 102 and 104 should be labeled 
100 and 102 in Figure 3. Corrected drawing sheets in compliance with 37 CFR 1.121(d) 
are required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. The 
figure or figure number of an amended drawing should not be labeled as "amended." If 
a drawing figure is to be canceled, the appropriate figure must be removed from the 
replacement sheet, and where necessary, the remaining figures must be renumbered 
and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date 
of an application must be labeled in the top margin as either "Replacement Sheet" or 
"New Sheet" pursuant to 37 CFR 1.121 (d). If the changes are not accepted by the 
examiner, the applicant will be notified and informed of any required corrective action in 
the next Office action. The objection to the drawings will not be held in abeyance. 
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Claim Objections 

5. Claim 12 is objected to because of the following informalities: "and expansion 
section" should read "an expansion section". Appropriate correction Is required. 

6. Claim 20 is objected to because of the following informalities: the claim Is 
dependent on claim 1 and should depend on claim 15. Appropriate correction Is 
required. 

Claim Rejections - 35 USC §112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 2-4, 7 and 9 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being Indefinite for falling to particularly point out and distinctly claim the subject matter 
which applicant regards as the Invention. 

9. In regards to claims 2 and 9, the claims are dependent on themselves, making 
the limitations of these claims unclear. Examiner Is treating this as a typographical error 
and assuming that the claims depend from the claims directly preceding them. 

10. In regards to claim 2, the claim is a product-by-process claim. This makes the 
claim vague because it Is unclear whether Applicant is claiming a process or apparatus. 

11. In regards to claim 7, it is unclear to what the conductor is confomial. Although 
the claim states that the conductor is "conformal within the expansion ring". It is unclear 
whether the conductor is conformal to the expansion ring. 
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Claim Rejections • 35 C/SC % 102 

12. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this OfTice action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

13. Claims 1 and 5-14 are rejected under 35 U.S.C. 102(b) as being anticipated by 

Giele et al. (5,238,007). 

14. In regards to claims 1 and 1 1 , Giele et al. disclose a lead body having an 
expansion section (37), a connector (50), an electrode (32), and a conductor connecting 
the two (33). 

15. In regards to claims 5 and 13, the lead body comprises a plurality of expansion 
sections (Fig. 1C and col. 4, line 41) and two expansion sections are spaced less than 
one inch apart (col. 4, line 15). Please note that, since the outside diameter of the lead 
is 1 .7mm, it is inherent that the spacing between expansion sections is less than one 
inch. 

16. In regards to claim 6, the expansion section (37) forms an expansion ring around 
the lead body (Fig. 1C). 

17. In regards to claim 7, at least one conductor (33) is conformal within the 
expansion ring. It is conformal to the proximal electrode pin (34). 

18. In regards to claims 8 and 14, the expansion section (37) allows expansion in the 
longitudinal direction (Figs. 1 A and 1 B). 
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19. In regards to claim 9, the expansion section provides increased elasticity of the 
lead body (col. 4, line 45). Giele et al. disclose that the combined contributions of 
elements 37 and 33 for keeping the lead in its steady state shown in Fig. 1 A. Therefore, 
the expansion section (37) provides elasticity in the extension of the lead body. 

20. In regards to claim 10, the expansion section is bubble-shaped (37, Fig. IB). 

21 . In regards to claim 12, the expansion section (37) has a diameter greater than an 
adjacent section (36). 

Claim Rejections - 35 USC § 103 

22. The following is a quotation of 35 U.S.C. 103(a) which fonns the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

23. Claims 2-4 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Giele et al. 

24. In regards to claims 2 and 3, Giele et al. disclose an expansion section made of a 
polymer, such as silicone rubber (col. 3, line 56) that is prefonned (col. 4, line 47). As 
such, it is inherent that the polymer material is heated on the lead body prior to forming 
the expansion section. In addition, the "formed by heating" adds no additional structural 
limitation and therefore Giele et al.'s invention meets the claim limitation of an 
expansion section. Or in the alternative, it is well known in the art to heat polymers to 
relieve the internal stresses, creating a resilient, prefonned shape. Therefore, it would 
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have been obvious to one having ordinary skill in the art at the time the invention was 
made to heat the expansion section prior to fomning to relieve the internal stresses of 
the polymer, creating a resilient, preformed shape. 

25. In regards to claim 4, Giele et al. disclose that the diameter of the expansion 
section (37) has a diameter that is at least about twice as great as the adjacent portion 
(36). This is shown by the geometric proportions disclosed in Fig. 1A. Alternatively, it, 
would have been an obvious matter of design choice to one having ordinary skill in the 
art at the time of invention to modify the lead as taught by Giele et al. with the 
expansion section that has twice the diameter of the adjacent section because Applicant 
has not disclosed that an expansion section with twice the diameter provides an 
advantage, is used for a particular purpose, or solves a stated problem. One of ordinary 
skill in the art, furthermore, would have expected Applicant's invention to perform 
equally well with the expansion sections as taught by Giele et al. because it provides a 
means for adequate expansion to connect the lead to the heart. 

26. Claims 22-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Giele et al. in view of Levine et al. (6,081 ,747). Giele et al. disclose the essential 
features of the claimed invention except for a source that generates a stimulus 
comprising an RF receiver and a pulse generator and a controller that communicates 
with the source. Levine et al. disclose a device comprising a lead system (16), a source 
that generates stimulus pulses (79 and 80) for applying electrical therapy to the heart, 
an RF receiver (104 and col. 11, line 26) for communicating with an external device, and 
a controller that communicates with the source (108) to customize the parameters of the 
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applied therapy. Therefore, it would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify Giele et al/s invention by providing 
a source that generates stimulus pulses to apply electrical therapy to the heart, an RF 
receiver to communicate with an external device, and a controller that communicates 
with the source to customize the parameters of the applied therapy. 



Conclusion 

27. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Other examples of leads with expansion sections are provided. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Kahelin whose telephone number is (571)272- 
8688. The examiner can normally be reached on M-F, 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571)272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 



MWK 



GEORGE R.EVANISKO 
PRIMARY EXAMINER 




